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1. Purnose. To establish the Indian Health Service (IHS) policy
regar di ngr the managenent of major organ transplantation
cases. This circular shall be used in conjunction with the
1992 Admnistrative Quidelines for the |HS Catastrophic
Heal th Energency Fund (CHEF) and the Indian Health Manual,

Part 2, Chapter 3, entitled | Contract Health Services."

2. Background. The IHS has linted resources for neeting the
heal th care needs of the American Indian and Al aska Native
popul ation, particularly in the Contract Health Services
(CHS) program  Major organ transplantation therapy has
become nore accessible and acceptable to American ‘Indian and
A aska Native beneficiaries served by the IHS. CQurrently 7-
10 percent of the CHEF is being utilized for major orgam
transplantation therapy. In an effort to naximze the buying
power of CHS, the IHS has inplenented a nore structured form
of managed care to reduce costs and enhance quality. '
aspect of managed care is Hgh Cost Case Managenent (H(I:I\?
whi ch addresses those episodes of care that have the
potential of becomn EF cases. The HCCM is the process by
which the IHS attenpts to obtain an optimal quality of care
and patient outcome while containing costs, maximzing
services within available resources, and enhancing
conmuni cation and cooperation with non-1HS providers of
health care. Major organ transplantation therapy is a
speci al i zed conponent of HCCM
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Definitions.

A, CHEF Case - An episode of acute medical care for a
condition from an illness or HH.ury, requiring extensive
treatment, that incurs nmajor medical costs to the IHS in

excess of the CHEF threshol d,

B. CHEF Threshold Cost - A designated anount above which
Incurred nedical costs will be considered for CHEF for
CHEF reinbursenent after a review of the authorized
expenses and di agnosi s.

C. Centers of Excellence - A facility or institution that
has met or exceeded defined standards of care for the
specific procedure in question and has entered into a
formal contractual agreement with the |HS,

D. Episode of Care - The period of consecutive da%s for a
Iscrete health condition during which reasonable and
necessary medical services related to the condition
occur.

E. Mjor Ogan Transplant - For the purposes of this policy,
organ transplantation will refer only to major organ
transpl ants approved for Medicare funding by the Health
Care Financing Admnistration (HCFA). gurrentl this
includes heart, liver, lung, kidney, and bone r}/arrovv.

E. Medical Selection Criteria - A series of factors that
Identify individuals who are potential candidates for
maj or organ transplantation. The IHS has distributed
Agency nedical selection criteria for heart,. liver, lung,,
and bone marrow transplants.

Policy.

A. The IHS shall provide resources from the CHS Program fqr
maj or organ transplantation procedures that have been
approved by HCFA for funding under the Medicare program
Presently, "this includes heart, kidney, liver, lung and
bone marrow transpl ants.

(1) For liver and bone marrow transplants, CHS funds
\Iil\‘ClI:,IA only be authorized for conditions approved by
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(2) For liver and heart transplants, CHS funds wll be
authorized only for patients referred to medica
centers that have received HCFA certification of
their liver or heart transplant program The use of
HCFA certified transplant prograns for any other
tyBe_of organ(s) will be required only if" HCFA
publishes a national policy regulation covering the
ot her organ(s). '

(3) The majority of kidney transplants are funded
through the Medicare End-Stage Renal Disease
Program  Paynent for deductibles, co-paynents and
i mmunosuppr essant nedi cation may be authorized
through the CHS program and may qualify for CHEF.

B. The IHS shall perform HCCM on every CHS extra-renal najor
organ IransPIantat[on patient, since all have the
potential of becomng a CHEF case. The obgectlve is to
establish an uniform procedure for organ transplantation
theraPy managenment to maximze quality care and cost
effectiveness. The process shall respect the patient's
uni que needs, cultural factors, and environnent. The |HS
recommends that all Tribally contracted health care
programs also inplement this policy.

c. Ogan transplantation case nanagenent includes the
certification, nonitoring, and management of services
during the pre-transplant evaluation phase, the
transplant surgical phase, and the post-operative follow
%ﬂsperlod. The CHEF reinbursenent is available to Area
( programs for expenditures on eligible patients who
i ncur extraordinary medical costs.

(1) The patient nust be eligible for IHS services and
must neet the current regulations and policies of
the CHS program

(2) Reinbursements will be considered only for allowable
costs above the threshold and only after cases are
reviewed and approved by the Fund manager

(3) No paynent shall be nade from the CHEF to any
provider to the extent that such provider is
eligible to receive pa¥nent for treatnment from any
other Federal, State, local, or private source of
rei nbursenent for which the patient is eligible.
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D.

E.

Post Tranpl ant Care.

(1) Post-operative-care in support of the transplant
w |l be considered an essential conmponent of the
Eatlent's care and nmay be included as part of the
pisode of Care for the purposes of reinbursenent
fromthe CHEF. Approved post-operative care
I ncl udes necessary support services such as
psychol ogi cal, social services, housing, etc.

(2) Funds for on-going inmunosuppressant nedications are
to be considered a necessary expense for the
continued well being of the O!oost-transpl ant patient.
These dru?s may be considered a conmponent of the
Epi sode of Care for the purposes of reinmbursenent
fromthe CHEF.

(3) Admissions for late major conplications (dgenerally
120 days after the initial transplant) and re-
transpllants will be considered a new episode of care
and should be prioritized on an individual basis.
Standard CHS operating procedures wll be followed
in order to determne the appropriateness of care
and the nedical priority of the service.

Centers of FExcellence COF).

(1) To the extent possible, the |HS will identify and,
negotiate agreements with COE for patients requiring
extra-renal mjor organ transplantation.

(2) Al identified COE wll have a national or regional
agreenent with the IHS. The award will be based on
but not limted to the follow ng:

a. denonstrated quality of care;

b. facility certification b¥] an organi zational
entity such as HCFA or the Joint Conm ssion on
Accreditation of Healthcare Oganizations (for
heart and liver transplants, A certification
IS a requirenent);

c. adequate case load (as determned by HCFA, where
applicable);

d. agreement to provide appropriate followup and
freld consultation,

e. support services (housing, |ocal transportation,
psychol ogi cal, and social services),;
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f. denonstrated experience in dealing wth
divergent cultural, socio-economc, and
spiritual backgrounds; and

g* cost.

(3) If a COE determnes that an |HS patient does not
qualify for an organ transplant', then CHS funds can
not be used to pay for that transplant at any other
facility not designated as an CCE

(4) Use of CCE

a. Wen available the use of IHS COE for patients
requiring extra-renal rra% or organ _
transplantation is mandatory, except as noted in

and c. bel ow.

b. The mandatory use of CCE applies to those
situations when the IHS is the predom nate
payor. Patients with predomnant alternate re-
source coverage nmay be referred to other than an
|HS CCE at the discretion of the referring
Physwl an, in accordance with the policies of
he alternate resource payor. The use of the
COE with coordination of ‘benefits between |HS
and the alternate resource is encouraged.

c. Under these additional circunstances, patients
need not be referred to a CCE

(i) The life of the patient would be jeopar-
dized by a distant transfer; or

(ii) The patient's disease process requires a
specmc expertise that is not available
at the CCE facility; or

(iii) The I'HS has not yet established a
contractual relationship with a
transplant center for the involved organ.

5. Procedure.

A Service Unit.

(1) The provider identifies a patient who is a potential
candi date for amajororgan transplant.
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(2) The service unit CHS Commttee reviews the case and
determnes the patient's CHS eligibility, the nedi-
cal priority of the case, the extent of alternate
resource coverage, and whether or not the potential
transplant can Dbe approved according to established
clinical criteria. he conmttee, 1n _consultatjon
with the patient's physician(s) determnes If the
patient should be referred for 'evaluation to a COE
or whether the patient nmeets one or nore of the
exceptions (see 4.E 4.).

(3) The Area CHS Oficer and Area Chief Medical Ofjcer
are notified in cases where the IHS wll be
the predomnate or full payor.

(4) If approPrlate, the referral for the evaluation is
made. IT an IHS partial or full-pay patient neets
one of the exceptions to the use of "a CCE, the ser-
vice unit nust have Area OM witten concurrence be-
fore referring the patient to another institution.

(5) Once the authorization and referral for the evalu-
ation is made, the CHS Conmttee will follow CHEF
H gh Cost Case Mnagenent Quidelines for all cases.

(6) |f the COE determnes that a transplant is necessary
and the patient meets the clinical criteria estab-
lished by the COE, then the service unit nust
process a second CHS authorization and referral for
the transplant procedure.

(7) The local I'HS providers responsible for the patient
wi Il ensure appropriate local followup of all cases
in consultation wth the COE and other |ocal
consul tants.

(8) The local service unit wll be responsible for
ensuring that transportation is arranged for the
patient, including an escort, from the patient's
area of residence to and from the nmajor airport
nearest the transplant center.

(9) In the event that a service unit wshes to appeal
for CHS coverage of an unapproved transplant
procedure, refer to IHS Grcular 93-03, entitled
"Cosmetic and Experimental Procedures," Section 5.B.

B. Area Ofice.

(1) The Area CHS Oficer ensures that proper procedure
I's being followed.
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C.

(2)

(3)

The Area CHS Oficer notifies the IHS Headquarters
CHEF nanager regarding all referrals and reports the
gecesgary information to the Headquarters

ranch.

The Area CMD approves all referrals in witing (both
for evaluations and transplants), with the exception
of patients predomnately covered by alternate
resources. If necessary, the Area aut horizes a
witten exception to the COE policy, under 4.E 4
above. A copé_lof this exception will be sent to the
Headquarters CHS Branch. Under emergency
situations, the approval process nust be performed
in an expeditious manner.

HeadQuarters.

1)

(2)

3)

(4)

The |HS Headquarters, Office of Health Prograns
CHP) is responsible for the devel opnent,
t

(QHP). s :
ne?otlatlon,. and nai ntenance of fornmal agreements
w th the CCE

The |HS Headquarters, OHP will distribute to all
Area CHS Oficers a listing of the designated
center(s?] donce the agreenent(s) has/have been

e

establis

Headquarters OHP will nonitor the use of the CCE

An annual report (in consultation with the involved

service units and the fiscal internediary) wll be

prepared for Area CM3s, Area CHS officers, and the

clinical advisory group that wll evaluate:

a. volume and distribution of referrals;

b. outcone of cases;

C. waiting tinme

d. patient acceptance;

e. alternate resource payor cases; and

f. the IHS costs.

Headquarters CHS will nonitor the frequencY of
y

exceptions to the policy and report annual to the
Area CM> and the clinical advisory group.
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6. Eéftectlfve datet: Thi s Polic wi |l becone e&fectwe on }he
ate or signature. errals to designate t ranspl ant
CCE will bg a reqwrerrent on th 9ategspe0|f|(|a_§ by thg
negotiated contract(s).

N w7

Michael H. Trujillo, M.D., M.P.H
Assi stant Surgeon Ceneral
Drector, Indian Health Service



